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N~DAA41-063, Approved by FDA. 

PRODuCTl 
INFORMATION: 

(6LtiRFENICOL) 
Injectable Solution .’ 
300 mg/mL I $ 
For intramuscular and ., 
Subcutaneous Use in Cattle Only. 

CAUTION: Federal law restricts this drug to use by or on 
the order of a licensed veterinarian. 
DESCRIPTION: NUFLOR Injectable is a solutipn of the 
synthetic antibiotic florfenicoi,’ Each milliliter of sterile 
NUFLOR Injectable Sol$ion contains 300 mgof florfeni- 
col, 250 mg n-methyl-2-pyrrolidone, 150 mg propyleoe 
glycol, and polyethylene glycol q.s. 
CLINICAL PHARMACOLOGY: The pharmacokinetic dis- 
position of NUFLOR Inj&tabl,e Solution was evaluated in 
feeder calves following tingle intramuscular administra- 
tion‘at the recommended dose of 20 mg/kg. NUFLOR 
Injectable Solution was also administered intravenously 
to the same cattle in order to calculate the volume of dis- 
bibution,clearance,andpercentbioavailability’(Table 1). 

TABLE 1. Pharmacokinetic ParameterValuesfor 
Fiorfenicol Following IM Administration of 

20,mg/kg Body Weight to Feeder Calves (n=lO). 

Florfenicol was detectable in the serum of most animals 
through 60 hours after intramuscular administrationwith 
a mean conlentration of O.lgpg/mLThe protein binding 
of flotfenicolwas 127%, 13.2%, and 18.3% at serum can- 
centrations of 0.5,3.0, and 16.0 m/ml-, respectively. 
MICROBIOLOGY: Flotfenicol is a syn&etic, broad-spec- 
trum antibiotic active against many gram-negative and 
gram-positive bacteria isolated from domestic animals. 
It is primarily bacteriostatic and acts by binding to the 
50s ribosomalsubunitand irihibiting bacterial proteinsyn- 
thesis. In v&o and in viva activity has been demonstrat- 
ed against commonly isolated bacterial pathogens 
involved in bovine respiratory disease (BRD) including 
Pasteurella ha.emoiytica, Pasteurelia muitocida, and 
Haemophiiussomnus, as well as against commonly iso- 
lated bacterial pathogens involved in bovine interdigital 
phlegmon including Fusobacterium necrophorom and 
Bacteroides melaninogenicus. 
The minimum inhibitory concentrations (MICs) of flor- 
fenicol for BRO organisms were determined using iso- 
lates obtained from.natural infections from 1990 tp 1993. 
The MIGs for interdigital phlegmon organisms were 
determined using isolates obtained from natural infec- 
tions from 1973 to 1997 (Table 2). 

TABLE2 MIC Values* of Florfenicol Against Bacterial 
Isolates From Natural Infection of Cattle 
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Ths ~orrdation bewentbs in vmosuscept~bilii data iMlCvaluss) and clinical 
rssponw hw “of bean dewmined. 

The minknum inhibitory concert&m for509b and 90% of the isolatw. 
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INDICATIONS: NUiLOR Injectable Solution is indicated 
for treatment of bovine respiratory disease (BRD) asso- 
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ciated with Pasteurelia haemoiytica, Pasteureiia mu/to- j 
cida,and Haemophilussomnus, andforthetreatment of 
bovine interdigital phlegmon (feat-rot, acute interdigital 
necrobacillosis, infectious pododermatiis) associated 
with Fusobacterium necrophorum and Bacteroides 
melaninugesenjcus, Also, it is indicated far the control of ) 
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respiratory disease in cattle at high ,risk .of d&elopi 
BRD ‘associated with Pasteureiia haemolytka, Pi 
teurelia muitocida, and Uaemophiius somnus. -i 

RESIDUE WARNINGS:Animal&ntendedforhuman 
consumption must not be slaughtered within 28 
daysofthelastintramusculartreatment. Antmats 
intended.for human consumption must not be 
slaughteredwithin38daysofsubcutaneoustreat- 

i. 
ment Do nbt use in female dairy cattle 20 months 
of age or older. Usi of flotienicol in this class of 
.cattiemaycausemilkresidues.Awithdrawalperi- 
od hasnotbeenestablishedinpreruminatingcalves. 
Do pot use in calves to be processed for veal. 

WARNINGS: NOT FOR HUMAN USE. KEEP OUT OF 
REACH OF CHILDREN. This product contains materials 
that can be irritating to skin and eyes. Avoid direct con- 
tactwith skin, eyes, and clothing. In case of accidental 
eye exposure,flush with water for 15 minutes. In case of 
accidental skin exposure, wash with soap and water. 
Remove contaminated clothing. Consult a physician if 
irriiation persists. Accidental injection of this product 
may cause local irritation. Consult a physician immedi- 
ately. The’Material Safety Data Sheet (MSDS) contains 
more detailed occtipational safety information. 
For customer service, adverse effects reporting, and/or 
a copy of the MSDS, call l-800-21 l-3573. 



CAUTION:Notforuseincattleofbreedingage.Theeffects 
offlorfenicol on bovine reproductive performance, preg- 
nancy, and lactation have not been determined. Intra- 
muscularinjectionmayresultinlocaitissuereactionwhich 
persists beyond 2.8 days. This may result in trim loss of 
edibletissueatslaughter.77ssuereactionatinjecti~ites 
other than the neck is likely to be more severe. 
ADVERSE ERECTS: Inappetence, decreased water 
consumption, or diarrhea may occur transiently follow- 
ing treatment. 
TOXICOLOGY:AlOXsafetystudywasconductedinfeed- 
ercalves.Twbintramuscularinjectionsof200mg/kgwere 
administered at a 46hour interval. The calves were 
monitored for 14 days after the second dose. Marked 
anorexia, decreased water consumption, decreased 
bodywerght,and increasedserumenzymeswere observed 
following dose administration. These effects resolved by 
the end of the study. 
A 1X, 3X, and 5X (20, &and 100 mg/kg) safety study ias 
conducted in feeder calves for 3X the duration of treat- 
ment (6 injections at 4%hour intervals). Slight decrease in 
feed and water consumption was observedinthe 1Xdose 
group.Decreasedfeedandwater?onsumption,bodyweight, 
urine pfl, and increased serum enzymes, were observed 
in the 3X and 5X dose groups. Depression, soft stool con- I 
sistency, and dehydration were also observed in’ some 
animals (most frequently at the 3X and 5X dose levels), 
primarily near the end of dosing. ‘1 
A @.-day controlled study was conducted in healthy: 
cattle to evaluate effects of NUFLOR Injectable Solution 
administered at the recommended dose on feed! 
consumption. Atthough a transient decrease in feed 
consumption was observed, NUFLOR Injectable Solir- 
tion administration had no long-term effect on body 
weight,,rate of gain, or feed consumption. 
DOSAGEANDADMINISTRATlON:Fortreatmentofbovine 
respirato 
phlegmon 7 *disease (BRD) and bovine interdigital 

f&t rot): NUFLOR injectable Solution should 
be administered by intramuscular injection to cattle ate 
dose rate of 20 mg/kg body weight (3 ml,/100 Ibs). A 
second dose should be administered 49 hours later. 
Alternatively, NUFLOR Injectable Solution can, be 
administered by a single subcutaneous injection to 
cattle at a dnse rate of 4O.mgIkg body weight (6 ml./100 
Ibs). Do net administer more than 10 mL at each sitr+.T@e 
injection should be given only in t$e.neck. 
NOTE:,@amuscular inje$on may result in lpcaltissue 
reaction whrch persists beyond 28 days.Jhrs rnay,vr&$t 
in trim loss of edible tissue at slaughter. Tissue rea$on 
at Injection sites other than the neck is likely’to&n$$e 
severe. * . . 
For control of respiratory disease in c&e zit l&Yi& 
of developing BRD: Ntiflor,lnjectable Solution should be 
administered by a single subdutaneous ,injection to’ 
cattle at a dose rate’of li0 mg/kg body weight (6 WI@ 
Ibs): Do not administer more than 10 mL at eachsite.‘Tfje 
injection Shoidd pe.given onli in the’neck ; c 

Clinical improvement should be evident in most treat- 
ed subjects within 24 hours of initiation of treatment. 
if a positive response is not noted within 72 hours 
of initiation of treatment, the diagnosis should be re- 
evaluated. 
STORAGE CONDITIONS: Store between 2”-30°C(3V- 
86°F). Refrigeration isnotrequired.The.solution is light‘ 
@leciwyto straw colored. Color does not affect 

HOW SljPPlJkD: NUFLOR Injectable Solution is pack- 
-agedir?100mL~NDC0061-1116-04),250mL(I(JDC0061- 
11 l6-05), andZ$I mL (NDC 0061-l 116-06) glass sterile 
multiple-dose VI&. 
REFEkEN&‘l. Lobeil RD, Varma KJ, et al. Pharma- 
cqkineti;sofflorfenicolfollowing intravenqus and intra- 
musculardoseftocattle~d~e/erfharrnaco/Tberap.1994~ 
17:253-258. : > 
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1 saa prodact Infnr~ation she@ fur complete 
&m&JS before Usn%. 

,&Each mfllilitet CorlbIi~S t%!l ITI4 Of flotfenicol, 251) 
nauiV#pynolidone, 150mg ProPVfene B VCOi, and pnlyethy. 

~~~~~i~~~~~~lO0 lbsj. A second dose sho;l&: 
,rm,d 48 hours later. AltefRetiV8lV, NUFLOR injectable 

--I baaa&&arod hy a single subcutaneous injection 
dose ma of 4+ne/ks body weight 1s 1$+00 lhs). 50 

$;;PmL at each site. Tbe mfeotma &old 

IO& Wet for use in cattle of breading age. The affacts af 
nits1 on boviu-a rapmductiva performance, pregnarq and 
__.. havenatbeeadetermined. intramuscular injection may 
tii!acsMssue reaction which persists beyond 28 days. This 
RsI&iiibim tosspf edible &ma at slaughter. Tissoa feac- 
l~~a,si$sotherthantha~ackislikelyto be moreswere. 

W CONNYlONS: Store ba&een 2=30ac 


